§171.6

food in or on which the additive is pro-
posed to be used, a quantity deemed
adequate to permit tests of analytical
methods to determine quantities of the
food additive present in foods for which
it is intended to be used or adequate
for any study or investigation reason-
ably required with respect to the safety
of the food additive or the physical or
technical effect it produces. The date
used for computing the 90-day limit for
the purposes of section 409(c)(2) of the
Act shall be moved forward 1 day for
each day after the mailing date of the
request taken by the petitioner to sub-
mit the sample. If the information or
sample is requested a reasonable time
in advance of the 180 days, but is not
submitted within such 180 days after
filing of the petition, the petition will
be considered withdrawn without prej-
udice.

(k) If nonclinical laboratory studies
are involved, petitions filed with the
Commissioner under section 409(b) of
the act shall include, with respect to
each nonclinical study contained in the
petition, either a statement that the
study has been, or will be, conducted in
compliance with the good laboratory
practice regulations as set forth in part
58 of this chapter, or, if any such study
was not conducted in compliance with
such regulations, a brief statement of
the reason for the noncompliance.

() [Reserved]

(m) If clinical investigations involv-
ing human subjects are involved, peti-
tions filed with the Commissioner
under section 409(b) of the Act shall in-
clude statements regarding each such
clinical investigation relied upon in
the petition that it either was con-
ducted in compliance with the require-
ments for institutional review set forth
in part 56 of this chapter, or was not
subject to such requirements in accord-
ance with §56.104 or §56.105, and that it
was conducted in compliance with the
requirements for informed consent set
forth in part 50 of this chapter.

(n)(1) If intended uses of the food ad-
ditive include uses in meat, meat food
product, or poultry product subject to
regulation by the U.S. Department of
Agriculture (USDA) under the Poultry
Products Inspection Act (PPIA) (21
U.S.C. 451 et seq.) or the Federal Meat
Inspection Act (FMIA) (21 U.S.C. 601 et
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seq.), FDA shall, upon filing of the peti-
tion, forward a copy of the petition or
relevant portions thereof to the Food
Safety and Inspection Service, USDA,
for simultaneous review under the
PPIA and FMIA.

(2) FDA will ask USDA to advise
whether the proposed meat and poultry
uses comply with the FMIA and PPIA,
or if not, whether use of the substance
would be permitted in products under
USDA jurisdiction under specified con-
ditions or restrictions.

[42 FR 14489, Mar. 15, 1977, as amended at 42
FR 15674, Mar. 22, 1977; 46 FR 8952, Jan. 27,
1981; 50 FR 7492, Feb. 22, 1985; 50 16668, Apr. 26,
1985; 62 FR 40599, July 29, 1997; 65 FR 51763,
Aug. 25, 2000; 67 FR 35731, May 21, 2002]

EFFECTIVE DATE NOTE: At 65 FR 51763, Aug.
25, 2000, §171.1 was amended in paragraph (a)
by revising the first sentence, in paragraph
(c) in the petition by revising the introduc-
tory paragraph preceding paragraph A., and
by adding paragraph (n). The revised and
added text contains information collection
and recordkeeping requirements and will not
become effective until approval has been
given by the Office of Management and
Budget.

§171.6 Amendment of petition.

After a petition has been filed, the
petitioner may submit additional in-
formation or data in support thereof.
In such cases, if the Commissioner de-
termines that the additional informa-
tion or data amount to a substantive
amendment, the petition as amended
will be given a new filing date, and the
time limitation will begin to run anew.
If nonclinical laboratory studies are in-
volved, additional information and
data submitted in support of filed peti-
tions shall include, with respect to
each nonclinical study, either a state-
ment that the study was conducted in
compliance with the requirements set
forth in part 58 of this chapter, or, if
the study was not conducted in compli-
ance with such regulations, a brief
statement of the reason for the non-
compliance.

[50 FR 7492, Feb. 22, 1985, as amended at 50
16668, Apr. 26, 1985]



